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1 . Receipt is acknowledged of papers submitted under 35 U.S.C. 1 1 9(a)-(d), which papers 
have been placed of record in the file. 

2. Claims 1-23 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Part (a) of claim 1 is indefinite since it is not clear whether each of the lipid measurement 
parameters A, B, C. . is measured in each of the plurality of samples or whether only one of each 
specific lipid measurement parameter A, B, C. . . is measured in only one of the plurality of 
samples. Part (b) of claim 1 is indefinite since it is not clear whether the samples to which are 
added the first modulating effector or indicator substance are the same samples to which the 
further modulating effector is added, or whether separate samples are used in which some are 
combined with the first modulating effector or indicator substance and some are combined with 
the second further modulating effector. In other words, it is not clear whether the plurality of 
samples are first combined with the first modulating effector or indicator substance and then 
subsequently combined with the further modulating effector, or whether each of the plurality of 
samples is treated with either the first modulating effector/indicator substance or the second, 
further modulating effector, but not both. Part (c) of claim 1 is indefinite since it is not clear 
what represents the "one or more standard groups". Do these groups represent healthy 
individuals who are free of any pathological state or predisposition thereto, or do these groups 
represent the organism to be investigated who has had samples analyzed in the same manner at 
some other point in time? There is no comparative basis for what constitutes the "standard 
groups", and it is not clear how "standard" is defined since it can mean multiple things. See this 
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same problem in part (d) of claim 1. Part (e) of claim 1 is indefinite since it does not correspond 
to the purpose of the method as set forth in the preamble of the claim. The preamble of claim 1 
recites a method for the diagnosis of a pathological state or the predisposition thereto in an 
organism to be investigated, and does not recite the confirmation or exclusion of risk factors. 
Part (e) of claim 1 is also indefinite since it is not clear how the comparison between the 
standardized modulation quotient profile and the standardized effector quotient profile of the 
organism to be investigated with these same profiles in a corresponding investigation group 
serves to diagnose, confirm or exclude a pathological state in the organism being investigated 
since part (e) does not positively recite how closely the profiles have to match one another in 
order to achieve a positive or negative diagnosis. In other words, part (e) does positively recite 
in quantitative terms how similar or different the profiles have to be in order to achieve a positive 
or negative diagnosis, and therefore, one or ordinary skill in the art would not be able to assess 
how to achieve either diagnosis without undue experimentation. See all of these same problems 
in claim 21. 

On lines 1-2 of claim 6, the phrase "said further modulating effector used in step (a) 55 is 
indefinite since it is step (b) in claim 1 that positively recites the further modulating effector. 

On line 1 of claim 9, the phrase "said intolerance" lacks antecedent basis since claim 9 
depends from claim 6. In order for this phrase to have proper antecedent basis, claim 9 should 
depend from claim 7. On line 3 of claim 9, the phrase "said coagulation defects" lack antecedent 
basis for the same reason. On line 5 of claim 9, the phrase "said overcoming of infection" lacks 
antecedent basis for the same reason. On line 8 of claim 9, the phrase "the inflammation" lacks 
antecedent basis for the same reason. On lines 6-7 of claim 9, the phrase "e.g. associated with 
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bacterial or viral or mycotic mucositis" renders the claim indefinite because it is unclear whether 
the limitation(s) in the example are part of the claimed invention. See MPEP § 2173.05(d). 

Claim 16 is indefinite since it is not clear to whom the medicament is administered. The 
same organism to be investigated as recited in claim 1? It is also not clear that the administration 
of the medicament is the therapy that is being monitored in the method. 

Claim 1 7 is indefinite since it is not clear how the method is used to find an active 
substance for the treatment of pathological states using the method of claim 1 when in the 
method of claim 1, it is not definitive that the organism being investigated has a pathological 
state with certainty. Therefore, if the organism being investigated in the method of claim 1 is 
determined not to have a pathological state, it will not be possible to evaluate a substance for the 
treatment a pathological state. 

Claim 1 8 is indefinite since it is not clear that the organism being investigated in the 
method of claim 1 is the same organism/person that is administered the substance that induces a 
pathological state in claim 18. In other word, it is not clear to whom the substance that causes a 
pathological state is administered. 

On lines 6 and 9-10 of claim 20, the phrase "the phosphatidylinositol phosphates" lacks 
antecedent basis and should be changed to -phosphatidylinositol phosphates-. 

In claim 21, the parts (e), (f), (g) and (h) should be relabeled as parts (a), (b), (c) and (d) 
since claim 21 is an independent claim, and is not dependent on claim 1. In part (e) of claim 21, 
the phrase "from an organism" should be changed to -from an organism to be investigated — in 
order to correspond with this same phrase used several times later in the claim. Part (f) of claim 
21 is indefinite since it is not clear that the different means for measuring serve to measure the 
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recited parameters in the sample from the organism provided in part (e). It is not clear what the 
different recited parameters recited in part (f) are measured in.. See all of the same problems 
mentioned above for independent claim 1 in claim 21. 

3. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S. C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

4. Claims 1 and 21 would be allowable if rewritten or amended to overcome the rejection(s) 
under 35 U.S.C. 1 12, 2nd paragraph, set forth in this Office action since none of the prior art of 
record teaches or fairly suggests a method and apparatus for diagnosing a pathological state or 
the predisposition thereto in an organism by providing a sample from the organism, measuring a 
plurality of zero values for multiple different lipid parameters A, B, C... in the absence of a 
modulating effector in the sample, measuring a plurality of indicator values Amax, Bmax, 
Cmax. . . for the multiple lipid parameters in the sample in the presence of a first modulating 
effector or indicator substance, measuring a plurality of values for further modulation A2, B2, 
C2. . . for the multiple lipid parameters in the sample in the presence of a second, further 
modulating effector, calculating a plurality of quotients Amax/Ao, A2/Ao, Bmax/Bo, B2/Bo, 
Cmax/Co, C2/Co... and dividing the quotients by the corresponding values of one or more 
standard groups to yield standardized modulation quotients that in total form a standardized 
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modulation quotient profile, calculating a plurality of quotients Ao/Bo, Bo/Ao...etc. in any 
combination, Amax/Bmax, Cmax, Amax, ... etc. in any combination and A2/B2, B2/C2...etc. in 
any combination and dividing the quotients by a plurality of corresponding values obtained for 
one or more standard groups to yield standardized effector quotients that in total •form a 
standardized effector quotient profile for the organism being investigated, and diagnosing a 
pathological state in the organism by comparing the standardized modulation quotient profile and 
the standardized effector quotient profile of the organism being investigated with that of a 
corresponding investigation group in which the pathological state is present. In particular, none 
of the prior art of record teaches or fairly suggests the steps of calculating the quotients of the 
different lipid measurement parameters, and dividing the quotients by the corresponding values 
of one or more standard groups, resulting in a standardized modulation quotient profile and a 
standardized effector quotient profile for the organism being investigated, and comparing both 
profiles to similar profiles in a corresponding investigation group having a pathological state in 
order to diagnose the pathological state in the organism under investigation. 
5. Claims 2-20 and 22-23 would be allowable if rewritten to overcome the rejection(s) 
under 35 U.S.C. 112, 2nd paragraph, set forth in this Office action and to include all of the 
limitations of the base claim and any intervening claims for the same reasons as given above. 
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6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Maureen M. Wallenhorst whose telephone number is 571-272- 
1266. The examiner can normally be reached on Monday-Thursday from 6:00 AM to 4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden, can be reached on 571-272-1267. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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